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DECLARATION OF STEVE N T. BOYCE, Ph.D. 

I, Steven T Boyce, declare as follows: 

1. I am the inventor of the claimed subject matter in the above-identified 
application. 

2. I received my Doctor of Philosophy degree from the University of 
Colorado, in the field of molecular, cellular and developmental biology, I have 30 
years of experience in biomedical research. In particular, I have 22 years of 
experience in the field of skin science research, which is the subject of this 
application. 

3 As the Examiner requested. I prospectively respond to each of U.S. 
Patent Nos. 5,906.937 and its divisional 6,043.089 (Sugiyama), and 6,733,530 
(Lam), which the Examiner newly brought to my attention during our July 20, 
2005 interview. I understand that there are no of-record rejections of the claims 
based on any of these references, and I do not admit that these references are 
material to patentability of my application. I thus submit my Declaration, 
addressing how these references do not render my application obvious, solely to 
facilitate prosecution to allowance in accord with the Examiner's request. 

4. Each of the '937, '089. and '530 patents discloses a matrix that is 
perforated, that is, it has pores or holes forming direct channels from a top to 
bottom surface. In contrast, all of my claims recite a matrix that Is reticulated. 
Such a matrix is continuous and has no perforations. My specification clearly 
distinguishes a perforated matrix from a reticulated matrix, and itself provides 
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j support why it is not obvious to substitute a perforated matrix for my matrix, as 

follows: 

i 

! Because the matrix is reticulated and thus contains 

i multiple continuous . surfaces, as opposed to being 

i perforated with direct channels or openings from a top 

surface to a bottom surface, the fibroblasts or other 

dermal cells being inoculated need not fill these 
j channels or openings in the matrix before the epidermal 

! cells may be added. Rather, upon inoculation, the 

j dermal cells attach to the reticulations, and thus are able 

j to provide a continuous surface lamination for the 

subsequent inoculation of epidermal cells within a 
j shorter time period than te possible using a perforated 

matrix (page 20, lines 12-20), 



Additionally, in a non-perforated matrix, fibroblasts are not able to traverse the 
thickness of the matrix directly, but are restricted to one surface. 

5. More specifically, the '530 patent discloses its membrane has perforations 
("holes") to drain exudates (e,g., Fig. 3, column 4, lines 45-47, and claims 18-21). 
Based on the teachings of the '530 patent, one skilled in the art would expect 
that perforations are required for fluid drainage. However, in contrast, the 
claimed device does not require perforations because it is sufficiently 
biocompatible itself to conduct fluids (e.g., nutrients in, and wastes out). Thus, 
for at least this reason, I respectfully assert that my claimed device is not 
rendered obvious by the '530 patent. 

6. The '937 and '089 patents disclose a perforated collagen-based matrix 
formed with a casting template with "a plurality of projections" that are for 
"penetrating pores" in the matrix. See, e.g., the abstract, column 3 lines 1-4, and 
claim 1 . I respectfully assert the same reasons as previously described why my 
claimed device, lacking "penetrating pores" in the matrix, is not rendered obvious 
by the '937 and '089 patents. 

7. Additionally, with respect to the '530 patent, it discloses a commercially 
manufactured substratum, LASERSKIN™, as the vehicle for delivery of cells to 
wounds. As disclosed. LASERSKIN™ is made from esterified hyaluronic acid 
(e.g., claims 4 t 7, 12, 14, 15, and 16). Hyaluronic acid is a mucopolysaccharide, 
and contains no protein. Based on the teachings of the '530 patent, one skilled 
in the art would expect the claimed matrix to require hyaluronic acid. However, 
in contrast, the matrix of my claimed device need not contain hyaluronic acid, but 
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does contain protein (coilagens). For this additional reason, I respectfully assert 
that my claimed device is not rendered obvious by the '530 patent. 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information and belief are 
believed to be true; and further that these statements were made with the 
knowledge that willful false statements and the like so made are punishable by 
fine or imprisonment, or both, under Section 1 001 of Title 1 8 of the United States 
Code and that such willful false statements may jeopardize the validity of the 
subject application or any patent issued thereon. v 



Date Steven T. Boyce, Phi 
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